From: McCormack. Craig (ECY)

To: Kissinger.Lon@epamail.epa.gov
Subject: FW: Chapter 6 questions for Craig
Date: Monday, August 27, 2012 9:43:58 AM
Attachments: Chapter 6 guestions for Craig.docx
Hi Lon:

Dave et al is in the process of completing Ecology’s response to comments on the FC Rate TSD. To
help respond, | have provided Dave with articles by Tooze et al 2006, Subar et al 2006, and Dodd et
al 2006 as technical references regarding 24 hour dietary recall studies — used in combination the
24 hour recall and FFQ provide information over the long term and the ability to cross check the
short term recall responses with long term dietary portion sizes. Dave’s commentary seems
focused on variability related to fish consumption estimates over the short term Vs over the long
term which is a problem for national data where fish is consumed less frequently, episodically, and
derived based on short term recall. Do you have any additional insights or references?

Regarding EPA Region — 10 framework; my understanding is that the framework complies with the
EPA information guidelines-both in terms of the information hierarchy and quality of information in
terms of a quality assurance program. Any insights?

Thanks/Craig

From: Bradley, Dave (ECY)

Sent: Monday, August 27, 2012 8:55 AM
To: McCormack, Craig (ECY)

Cc: Hankins, Martha (ECY)

Subject: Chapter 6 questions for Craig

Craig —

| am still wading through the response to comments. There are still a few responses where | need
help.

| have attached to comments with some questions | have relative to crafting a response.
Could you take a look at those and provide any insights you can?
Thanks

Dave


mailto:cmcc461@ECY.WA.GOV
mailto:Kissinger.Lon@epamail.epa.gov
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The first measure was titled “Survey Method Development.”   Ecology identified several criteria for evaluating this measure:  

· Was the survey design based on sound scientific survey methods recognized either in guidance or other technical publications?

· For surveys dealing with unique populations (for example, tribes or ethnic minorities), was the survey vehicle reviewed by tribal staff and tribal governments?  Did it include review and collaboration with state and federal agencies?

· Was the survey tested and modified before it was conducted? 

Two people submitted comments on this measure of technical defensibility.   They noted that the two survey vehicles (food frequency and portion size survey and 24-hour recall) used in the Suquamish study produced significantly different fish consumption rate estimates. They questioned Ecology’s decision to use the food frequency results.   These concerns appeared to be based on two key points:  

· They stated that the 24-hour recall survey can provide an accurate population level estimate of fish consumption rates.

· They stated that retrospective diet history surveys, such as the Suquamish food frequency questionnaire that looked back over a year, may be more likely to overestimate usual consumption than 24 hour recall surveys. 

They recommended that Ecology evaluate which survey instrument provides estimates that are closer to the actual daily rates over a lifetime. They suggested that one approach would involving having a subset of participants compile diet records with weighed meals.    

The primary survey instrument used in the Suquamish study to derive consumption rates was a food frequency and portion size survey.  This type of survey asks participants to estimate the frequency at which they ate specific fish and shellfish species over the previous week (i.e., meals per day, week, or year) and the portion size of the typical meal.  In addition, participants were also administered a 24-hour recall, in which participants are asked to recall what fish or shellfish they ate and how much during the last 24 hours only.  The 24-hour recall results were not used to derive the final recommended consumption rates, but rather were provided for comparison and validation.  There are strengths and weaknesses with each survey method.  For example, the food frequency covers a longer period of time so may be able to reveal long-term patterns, but accuracy of recall suffers over the longer period of time. The 24-hour recall is likely to more accurately reflect intake during the survey period (i.e., 24 hours), but may miss out on daily variation on an individual level or seasonal variation on a population level.  In the Suquamish study, 55% of participants reported no seafood consumption in the 24 hours prior to taking the survey.  Correspondingly, the mean consumption rate measured in the 24-hour recall portion of the study (1.5 g/kg-day) was nearly half the consumption rate estimated in the food frequency survey (2.7 g/kg-day).  The lack of seafood consumption during the 24-hour recall survey period does not, however, indicate those respondents are nonconsumers in general because the food frequency survey revealed that all participants were seafood consumers.  Study authors concluded that the “lower mean consumption rate for dietary recall suggests that a brief set of questions does not uncover all forms of consumption.”

However, this conclusion is not supported by scientific literature on dietary surveys.  Although on an individual level the 24-hour recall does not capture day-to-day variability; on a population level it may provide a more accurate account of the consumption rate than the food frequency survey instrument.  This type of dietary assessment (i.e., the 24-hour recall) has been shown to accurately reflect dietary patterns.6 Retrospective diet history surveys, such as the Suquamish food frequency questionnaire that looked back over a year, may be more likely to overestimate usual consumption.7 Results should be validated by summing reported consumption for individual food items, along with food groups not included in the survey, to determine if reported intake is consistent with energy requirements. Ideally, multiple non-consecutive day 24-hour recall surveys would be administered to study participants over a longer period of time to capture seasonal and individual variability. For example, Nobmann et al. (1992) conducted a study on dietary intake in Native Alaskans from 10 communities throughout Alaska.  Their methodology included the use of multiple 24-hour recall surveys, completed during five seasons over an 18-month period. Nobmann et al. (1992) reported the typical caloric intake for native Alaskans as approximately 2,750 kcal per day for men and 1,950 kcal per day for women (Table 5-12; Nobmann et al. 1992).  Caloric intake in the general U.S. population during that time period was approximately 2,550 kcal per day for men and 1,550 kcal per day for women (NHANES II, as reported in Nobmann et al. 1992).  Results would be validated with a small subset of participants completing diet records with weighed meals.

Ecology’s Evaluation and Response.  Regional-specific fish dietary surveys have been performed using a combination of 24-hour dietary recall and food frequency questionnaire. This combination provides information on portion sizes over a longer period of time (food frequency questionnaire) and amounts of food consumed for a short period of time (24-hour dietary recall).  The strengths and weaknesses of the two methods are discussed in Chapter 3 of the Technical Support Document.   

Ecology has evaluated the comments on this issue and prepared the following responses. 

· Are twenty-four (24) hour recall surveys able to provide more accurate estimates of fish consumption rates at a population level than food frequency questionnaires?   

Response?  Do we have an opinion on this? Agree? Disagree?  Are there journal articles relevant to this issue?

· Are food frequency surveys are more likely to overestimate fish consumption rates than 24 hour recall surveys?   

Response?  Do we have an opinion on this? Agree? Disagree?  Are there journal articles relevant to this issue?

· Are the survey results consistent with information on metabolic energy requirements?

 I think that the information you provided earlier gets at this issue.  I am presently reworking some of that.  



[bookmark: _Toc333739589]


6.6	EPA information quality guidelines

Several people noted that other organizations have developed procedures and criteria for ensuring the scientific integrity of data used to support regulatory decisions.  One person pointed to the EPA Region 10 Information Quality Guidelines Pre-Dissemination Checklist that includes a series of questions that must be answered in situations where EPA relies on data that has not undergone external peer review.  He concluded that neither EPA’s nor Ecology’s evaluation of the available tribal studies satisfied these criteria:  

For documents such as the framework document, EPA Region 10 does require those preparing the document to complete a form titled "Region 10 Information Quality Guidelines Pre-dissemination Checklist."  One of the questions to be answered is "Does the work product meet 'quality' objectives?"  Normally, "formal, external peer review" is necessary to meet agency criteria for quality.  In the absence of external peer review, the following questions must be answered:

1.  Is the information accurate and reliable?

2.   Is the information unbiased?

3.   Is the information useful?

4.   Is the information secure?

EPA Region 10's guidelines regarding the first question indicate that if the data were developed or funded by EPA, the information may not be considered accurate and reliable unless the data were obtained under an approved quality assurance project plan (QAPP).  If the data were not developed or funded by EPA, the data must be assessed against agency assessment factors to determine whether they are accurate and reliable. As indicated earlier, EPA Region 10's framework document is based on seafood consumption surveys of the Tulalip, Squaxin, and Suquamish tribes.  The Tulalip/Squaxin surveys (Toy et al, 1996) were funded by EPA, but there is no evidence of a QAPP having been prepared.  The Suquamish survey (The Suquamish Tribe 2000) was funded by the Agency for Toxic Substances and Disease Registry (ATSDR), and administered through the Washington State Department of Health.  Again, there is no evidence of a QAPP having been prepared.  The Suquamish survey results are reported only in summary form in a publicly available document (The Suquamish Tribe 2000), but the underlying data have never been released to anyone, including EPA. A consultant to the Suquamish tribe conducted all statistical analyses of the data.  Given that neither EPA nor anyone other than the Suquamish Tribe and their statistical consultant has ever seen the data, there is no way to know whether the statistics are correct.  Hence, it is not apparent how EPA could vouch for the accuracy and reliability of the Suquamish data. [NEEDS CITATION]

One person stated that the fish consumption rate surveys should be considered “influential information” that requires additional scrutiny.  He concluded that neither EPA’s nor Ecology’s review satisfied the EPA Region 10 Information Quality Guidelines for data transparency and peer review.  For example:

It also appears that EPA further failed to comply with EPA Region 10's Information Quality Guidelines, which state that "influential information" should be subjected to a higher degree of transparency about data and methods, than other disseminated information.  Prior to dissemination of "influential information," all five of the following questions must be answered in the affirmative:

1.  Is the source of the data presented?

2.   Are the various assumptions employed fully described?

3.   Are the analytical methods fully described?

4.   Are the statistical methods fully described and discussed?

5.   Do all the original and supporting data meet the above criteria, to the extent practicable, given ethical, feasibility, and confidentiality constraints?

Because EPA has not seen the underlying data from the Suquamish survey, it cannot answer all of these questions affirmatively.  The lack of opportunity to review the underlying data used in development of EPA Region 10’s framework document compromises the transparency of the process, which, just as in the case of Ecology's technical support document, is necessary for any document with such far-reaching implications.(McKrone)

Ecology’s Evaluation and Response.  

· Did EPA conclude that the Framework complies with the EPA information guidelines? (I am assuming they did and would be good to be able to say that)

· Does the Suquamish survey have a QAPP or the equivalent (do other tribal studies have QAPPs)?   If not, how did EPA deal with that?  Is McKrone’s summary of the QAPP requirement accurate?  

· How did EPA deal with #5 in the checklist for influential information?






